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slicy. “While I‘strongly support the FDA’s efforts to

comment ( (
ieve the new

‘increase regulatton of reprocessors of single use med1ca1 dev:ces' I do not beli
FDA pohcy is sufﬁclen S R
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hospital in M 1 havié been and cor ,
‘used disposable medical devices. 1am concemed about the potentx
‘both a failure of the device as well as the s infectious diseas
| ns. Publis s in US News & World Report, the
the LA Times and Forbes Magazme descnbe tual patient injuries. I also believe
many infections are under-reported due to insufficient patient tracking and that many

, ixij'uries due to device failure are under-reported due to legal hablhty concerns.

' Although many reprocessors claim that reprocessmg has been gomg on for twenty years,
the fact is that this was with respect to reusable devices apd opened but unused single use

TR

devices. In today’s cost cutting environment, it is proper to look at all possﬁ)le areas to SRR
“save money, but reprocessing complex, plastic, single used devices such as blopsy R
forceps, sphmcterotomes, electrophysiology catheters and angxoplasty catheters is simply

not a"'safe avenue to pursue untxl these reprocessed devices receive FDA approval for

'I‘h:s practice also poses many ethical questxons v )
patient, and, it is my understanding, that the patlent ‘does not receive lower healthcare v
osts. It is also my -understanding that patients are not told that used disposable devices

As

will be used on them. Without such knowledge, patxents eannot protect ’themselves.




) ulatic , however,
regulations also include

. et safety. Data proving safety and
reqired for “high risk” devicss, and FDA officials have sa

d i f
rsight |

n less regulator ht than they do today. As one example,
ospital shelves are contaminate

« minated with drug resistant bacteria. Importantly, biopsy
forceps are critical devices which break the mucosal barrier when samples are taken and,

- thus, can easily pass bacteia remaining on the device {0 the unsuspecting patient.

= Repmcessorsofsmgle use devices claim to have the eqiip eﬂtand expertise necessary
- to “properly” reprocess used single use devices. They are, therefore, manufacturers in the
" eyes of healthcare workers and patients. In addition; reprocessing a single use device for

"+ reuse changes the device into a reusable device. Accordingly, reprocessors shouldbe = ‘
regulated in the same manner as original equipment manufacturers using the existing
FDA regulations for reusable devices. To create a new regulatory policy wastes valuable
FDA resources and delays regulatory enforcement putting, thus patients unnecessarily at
‘risk for an undetermined period of time. s
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